Nvuensuna Ne J1012-00102-77/00010585

Paspemenune Ha Boimyck JIIT Ne 1130
(B cootBetcTBUH ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TabJIETKH, IOKPHITBIE IEHOYHOH 060109KO#H/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr /75 mg

Dose

Tun ynakoBku / 10 . / 3 xoHTYypHAas sUeliKoBas yakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1430825

Bach number

Mara npowusBoacTsa / 21.08.2025

Date of manufacture

Cpox rogaoctu / I'osmen no 31.08.2027

Expiry date

Pazmep cepun / 9 344 ynakoBok/ 9 344 packs

Bach size

Crpana Ha3HaveHus / Poccusi/ Russia

Destination country

Perucrparmonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nata 3amensi 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTuBHBIN TOKYMEHT / JII1-006376-290720, uzm. Ne 1,2,3,4/

Normative document JIITI-006376-290720, variation Ne 1,2,3,4

[Tpou3BoACTBO rOTOBOM OOwiecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHON (opmbl / Finished | PAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII 1Ipoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoBka / O6m1ecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHIO "MAKN3-

Primary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH Ipoe3 L, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHnas ymakoBka / OO611ecTBO ¢ OrpaHHYEeHHOM OTBETCTBEHHOCTHIO "MAKN3-

Secondary packaging ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOUIIBHBIH Hpoe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensna Ne /1012-00102-77/00010585

Beimyckaronuii KOHTpOJIb OO11ecTBO C OTpaHUYEHHOU OTBETCTBEHHOCTHIO "MAKM3-
KauecTBa / OAPMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3 N, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne ADC / Knomunorpen/ Clopidogrel

API name

[TpousBoautens ADC / Xerepo Mparc Jlumuten, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025030005, CO25030006

API Bach number

Hacrosmum noarsepxnato, uro qaHHas cepus Ne PL1430825 ITnarpun® taGneTKH, OKPHITHIE
IJIEHOYHOH 060m0uKoH, 75 Mr Ne 30, macnopt Ne 1144/25 ot 13.10.2025 Gbu1a npou3BeneHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ AedcTByromumu [IpaBunamu Hapnexamei
IPOU3BOACTBEHHOM NpaKkTHKH EBpaszuiickoro JxoHomuueckoro Coro3a u TpeOOBaHUAMH
PerucrpanuonHoro 1oche, a Takke B COOTBETCTBUH CO ClIENU(BHUKAIMSIME 3apErHCTPUPOBAHHOTO
IPOAYKTa.

JIOKyMEHTEI 110 IPOM3BOJCTBY (IIPUMEHUMBIM CTaIHsIM) M KOHTPOJIIO Ka4eCTBa IPOBEPEHBI U
0100pEHBI.

JIxoOble OTKIOHEHHS pacciieloBaHbl B COOTBETCTBUH C BHYTPEHHHMH MPOLIEyPAaMH U 0J00PEHbI
Y10JIHOMOUYEHHBIM JTHIIOM /

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossier, as well as in accordance with the specifications of the registered product
Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.

2025 .

Angpocos A.A./ l/vf

YOJIHOMOYEHHOE JIULO
000 «MAKU3-OAPMA »




